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DETAILED ACTION 



Receipt is acknowledged of applicant's Declaration filed 20/1 1/00, Preliminary 



Amendment A filed 11/20/00, and Election of Species filed 12/21/01. 



Election/Restriction 



Applicant's election without traverse of species a- (lactose monohydrate crystal) in Paper 
No. 7 is acknowledged. 

Claims 6, 1 1, and 14-17 are withdrawn fi*om further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Election was made without traverse in Paper No. 7. 



Claim 5 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 



Claim 5 contains the trademark/trade name "carbopol 93'^'^". Where a trademark or trade 
name is used in a claim as a limitation to identify or describe a particular material or product, the 



Claim Rejections - 35 U.S.C. § 112 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 



The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 



invention. 



m 
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claim does not comply with the requirements of 35 U.S.C. 1 12, second paragraph. See Ex parte 
Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since the trademark or 
trade name cannot be used properly to identify any particular material or product. A trademark 
or trade name is used to identify a source of goods, and not the goods themselves. Thus, a 
trademark or trade name does not identify or describe the goods associated with the trademark or 
trade name. In the present case, the trademark/trade name is used to identify/describe carbomer 
and, accordingly, the identification/description is indefinite. 

Claim Rejections - 35 U.S.C. § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-3, 8, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hirao 
et al. US 4,725,387. 

Hirao teaches a process of shaping crystals of sugar alcohols by obtaining a saccharified 
starch solution with high maltose content, allowing crystallization, and separation (column 2, 
lines 38 through column 3, lines 1-1 1). The viscosity of the solution can be regulated by the 
addition of water-soluble organic solvent, or elevated temperature (column 4, lines 45-68; and 
example 1). Hirao does not teach the viscosity of less than 25 Pa.s at a shear rate of Is 



m 
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However, no criticality is seen in the particular viscosity since the prior art obtains the same 
result desired by the applicant, e.g., a crystalline composition that is non-hygroscopic, free 
flowing, and can be in any desire size and shape (column 7, lines 33-53). Thus, it would have 
been prima facie obvious for one of ordinary skill in the art to, by routine experimentation 
determine a suitable viscosity of the solution to obtain the claimed invention. 

3. Claims 4, 5, and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hirao 
et al., and Douglas et al. US 5,635,200. 

Hirao is relied upon for the reason stated above. Hirao is silent as to the teaching of 
carbomer as a starch or binder in an aqueous solution. However, carbomer is a well known 
starch or thickener, or binder in phannaceutical art. Douglas teaches an oral administration 
composition comprising starch or carbopol as an aqueous solution thickener (column 7, lines 22- 
32). Hence, it would have been obvious for one of ordinary skill in the art to modify Hirao's 
starch solution using carbopol taught by Douglas. The unexpected result is free flowing crystal 
having desire size and shape. 



4. 



Claims 7, 12, 13, 18, and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 



over Hirao et al. 

Hirao is relied upon for the reasons stated above. Hirao does not teach the specific sugar 
alcohol, i.e., lactose monohydrate. However, Hirao does teach other sugar alcohols, e.g.. 
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cysWhne composition ,ha, is non-l,y„e, free flowing and ean be in a H ■ 

'g, ana can be m any desire size and 

snape. 

Correspondence 
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.fa«en„..„.ach«,eexa„,inerby.e,epbo„earen„s™,,«,eexan,„e.s 

s.pe„iso.Xb™anPa,e,c.be.aeHea„n(.03,30S-a..^efa.pb„„e„™berro.He 
organization „„ere «s application or proceeding is assigned is (703) 305-3592 

" w-ose telephone number is (703) 308-,235 



examiner can 




